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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED OFFICE ACTION 

Applicant's election of Group I invention filed on 20 February 2007 is acknowledged. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). 

Note, as applicants pointed out, claim 21 was inadvertently omitted in the restriction 
requirement in the last Office Action mailed on 1/19/07. The examiner would like to clarify that 
claim 21 would be included in each of Groups I-V. 

Currently, claims 21-32 are pending, and claims 21-26 will be examined to the extent that 
they read on the elected invention. Claims 27-32 are withdrawn from further consideration as 
being drawn to a non-elected invention. 

Formal Matters: 

Information Disclosure Statement 

Applicant's IDSs submitted on 12/29/03, 3/8/05 and 8/30/05 are acknowledged and have 
been considered. A signed copy is attached hereto. 

Priority 

This application claims priority to the US application 09/863,818 filed on 5/23/01, and 
US provisional application 60/206,862 filed on 5/24/00. For the following reasons, the Examiner 
finds that the present claims 21-26 are not supported in the manner required by 35 U.S.C. 112, 
first paragraph by the prior applications, thus the present claims are not entitled to the benefit of 
the filing date of the prior applications. 

The priority applications merely discloses the polypeptide sequences of the DCRS9 
(same as the present SEQ ID NO: 12), and indicates that it is a human cytokine receptor. 
However, the prior applications fails to provide any specific and substantial utility for the 
receptor polypeptide of DCRS9, and provides no guidance or working examples to teach how to 
used said polypeptide. There is no indication in the priority applications that the DCRS9 is a 
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member of IL-17 receptor family, nor that IL-17C is the ligand of the DCRS9. Therefore, the 
Examiner is not able to establish that the priority document satisfies the enablement requirement 
of 35 U.S.C. 1 12, first paragraph. As such, the claims of the instant application are not entitled to 
the benefit of the filing date of prior applications listed above. 

Accordingly, the subject matter defined in claims 21-26 has an effective filing date of 
12/29/03, that of the instant application. 

Specification 

Title 

The title of the invention is not descriptive. A new title is required that is clearly indicative 
of the invention to which the elected claims are directed. 

Claims 

Claim 25 is objected to for encompassing a non-elected subject matter, parts b)-e). The 
applicant is required to amend the claims to read only upon the elected invention. 

Rejections under 35 U.S.C SI 12: 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 21-26 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 21 is indefinite because it is not clear what is meant by "naturally occurring" 
(human IL-17RE or IL-17C protein). This appears to be product-by-process limitation but it is 
not clear what distinguishes a "naturally occurring" protein from one that is not. The metes and 
bounds of the claim cannot be determined. For example, it is not clear whether the IL-17RE 
protein expressed by a cell transfected with a synthetic DNA encoding the same protein sequence 
as the IL-17RE isolated from a natural source would be considered to be naturally occurring. 
The metes and bounds of the claim, therefore, cannot be determined. The claim is further 
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indefinite for failing to adequately and specifically identify the "IL-17RE protein" and "IL-17C", 
from which the subject matter of the current invention was derived. The claim merely defines 
the proteins by arbitrary designations that are not well established terms in the art (IL-17RE, for 
example; also, IL-17C is called IL-21 or IL-171 by some), and does not require the proteins to 
have any specific structure or functional property. Further, the specification does not provide the 
definition of the terms ("a naturally occurring human IL-17RE" and "a naturally occurring 
human IL-17C"). As such, it is impossible one skilled in the art to understand what "a naturally 
occurring human IL-17RE" and "a naturally occurring human IL-17C" encompass, the metes 
and bounds of the claim, therefore, cannot be determined. The claim is further indefinite for the 
recitation "modulating an activity" of a cell because it is unclear what it is meant. Neither the claim 
nor the specification defines any particular activity in a given cell, nor the meaning of "modulating". 
As any given cell expressing an IL-17RE may have hundreds of activities of all kinds, the metes 
and bounds of the claim, therefore, cannot be determined. Also, it is unclear how the blocking 
binding of the IL-17C to the IL-17RE is related to "modulating an activity of a cell" in the 
preamble. 

Claim 22 is indefinite for the recitation "cytokine expression" because it is unclear which 
cytokine expression it refers. As it is unclear how many cytokines may exist in nature, the metes 
and bounds of the claimed mature form cannot be unambiguously determined. 

Claim 23 is indefinite for the recitation "a peptide mimetic of an antibody" (part e) because 
a peptide mimetic of an antibody cannot be "an antigen biding site of an antibody" (independent 
claim 21) in the same time as they are not the same thing. 

The remaining claims are included in this rejection because they are dependent from the 
specifically mentioned claims without resolving the indefiniteness issue belonging thereto. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 21-26 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 

while being enabling for claims limited in scope to a method of inhibiting IL-17C activity in a 

patient with a condition such as psoriasis with a binding composition, wherein the binding 

composition comprises an antigen binding site of an antibody to IL-17C of SEQ ID NO:24, does 

not reasonably provide enablement for claims to a method of modulating an activity of a cell 

expressing IL-17RE with said composition (claim 21, for example), or with a peptide mimetic of 

the antibody (claim 23, part e)). The specification does not enable any person skilled in the art to 

which it pertains, or with which it is most nearly connected, to make and use the invention 

commensurate in scope with these claims. 

The factors considered when determining if the disclosure satisfies the enablement 
requirement and whether any necessary experimentation is "undue" include, but are not limited 
to: 1) nature of the invention, 2) state of the prior art, 3) relative skill of those in the art, 4) level 
of predictability in the art, 5) existence of working examples, 6) breadth of claims, 7) amount of 
direction or guidance by the inventor, and 8) quantity of experimentation needed to make or use 
the invention. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 

The independent claim 21 is directed to a method of modulating an activity of a cell 
expressing IL-17RE with an antibody binding composition to IL-17C, which blocks binding of 
the IL-17C to the IL-17RE. The specification teaches that IL-17C of SEQ ID NO:24 was 
identified as the ligand of DCRS9 (IL-17RE), and that the human DCRS9 is expressed in skin 
psoriasis (page 55-57). However, the specification fails to disclose any activity of a cell, which 
can be modulated by blocking IL-17C. As such, one skilled in the art would not know how to use 
the claimed method, i.e., what activity is needed to be modulated by anti-IL-17C antibody, when 
and why. The same issue remains in claim 22, for example. Once again, what cytokine expression 
can be and should be modulated by blocking IL-17C? Therefore, it is absolutely critical for a 
skilled artisan to know what activity of a cell is associated to the IL-17C so that it can be 
modulated by antagonizing LL-17C, and why such an activity should be modulated in order to use 
the claimed method. Such an activity is totally unpredictable. The specification provides no 
guidance or working example regarding any activity that is associated to the IL-17C. 
Furthermore, as claim 23 encompasses structurally unidentified peptides (part e)), one skilled in the 
art would not know how to make the claimed invention. With the exception of the antibodies to the 



Application/Control Number: 10/749,144 
Art Unit: 1646 



Page 6 



IL-1 7C protein of SEQ ID NO:24, an artisan would not know what to test in order to carry on the 
claimed method. 

Due to the large quantity of experimentation necessary to determine what activity or 
cytokine expression is associated with IL-17C so that it can be and should be modulated by an 
antibody to IL-17C, the lack of direction/guidance presented in the specification regarding same, 
the absence of working examples directed to same, the complex and completely unpredictable 
nature of the invention, and the breadth of the claims which encompass modulating unidentified 
activity of a cell, and structurally unidentified peptides ("a peptide mimetic of an antibody"), 
undue experimentation would be required of the skilled artisan to make and use the claimed 
invention. 

Claim 23 is further rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The claim encompasses "a peptide mimetic of an antibody" (part e)), which read on any 
or all functional equivalents of peptides without any structural limitation. Thus, the claim is 
drawn to a genus of peptides, which is defined only by antigenic specificity, wherein the 
structure of the antigen (IL-17C) is not well defined. Thus, the claim encompasses a genus of 
peptides with unknown sequence structure, without any structural limitation, and potentially 
extreme structural dissimilarity. However, no peptide mimetic of the antibody meeting the 
limitation of the claim was ever identified or particularly described in the specification. 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
The factors to be considered include disclosure of compete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of making 
the claimed product, or any combination thereof. In this case, the only factor present in the 
claims is a "functional characteristic", antigenic specificity (mimetic of an antibody). There is 
no structural identification of any kind for the encompassed peptides. Thus, the skilled artisan 
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cannot envision the detailed chemical structure of the encompassed "a peptide mimetic", and 
therefore conception is not achieved regardless of the complexity or simplicity of the method of 
making a peptide or chemical molecule. Accordingly, the specification does not provide 
adequate written description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar . 19USPQ2d 1111, clearly states that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the 'written description 1 inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed. 5 ' (See Vas-Cath at 
page 1116). 

Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method of isolating it. The compound itself is required. 
SeeFiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) mdAmgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. One cannot describe what one has not conceived. 
See Fiddes v. Baird, 30 USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGFs 
were found to be unpatentable due to lack of written description for that broad class. The 
specification provided only the bovine sequence. 

Therefore, in the instant case, only the antibodies to the IL-17C of SEQ ID NO:24, but 
not the full breadth of the claim (including "a peptide mimetic of an antibody") meet the written 
description provision of 35 U.S.C. §112, first paragraph. Applicant is reminded that Vas-Cath 
makes clear that the written description provision of 35 U.S.C. §1 12 is severable from its 
enablement provision (see page 1115). 

Rejections Over Prior Art: 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 
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Claims 21-26 are rejected under 35 U.S.C. 102(a) as being anticipated by Chen et al., 
US6,569,645. 

Chen discloses a newly identified protein termed IL-17C (PRO 1122), which amino acid 
sequence of SEQ ID NO:4 is 100% identical to the present IL-17C of SEQ ID NO:24 (column 4, 
lines 48-49), and stimulates TNF-a production (column 132, lines 33-36). Additionally, Chen 
teaches antibodies to the protein, including polyclonal, monoclonal, humanized antibodies (column 
84, lines 5-8). Further, Chen teaches that compounds, e.g., antibodies, which bind to stimulating 
PRO polypeptides and block the stimulating effect of the molecules produce a net inhibitory effect 
and can be used to suppress the T cell medicated immune response by inhibiting T cell 
proliferation/activation and/or lymphokine secretion, and blocking the stimulating effect of the 
polypeptides suppresses the immune response of the mammal (column 78, lines 34-40), and can be 
used to treat T cell mediated diseases, including, among others, psoriasis (column 92, lines 63-66; 
and column 93, line 31); and that psoriasis is a T lymphocyte-mediated inflammatory disease 
(column 96, lines 54-55). Thus, the reference teaches the use of antibodies (including humanized 
antibodies) to IL-17C for the treatment of diseases such as psoriasis, and therefore, anticipates the 
present claims. Note, although Chen does not explicitly mention that anti-IL-17C antibodies would 
inhibit cytokine expression (as claim 22), such would be the inherent property of the method for the 
treatment. 



Conclusion: 

No claim is allowed. 
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Advisory Information: 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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